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DETAILED ACTION 
Introduction 

1 . Applicants' amendments and remarks filed on 3/19/2007 have been entered. Claim 32 
has been amended. Claims 19-22, 24-27, 32-34 and 37-42 are active. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC § 112 

3. Claims 19, 23-25 and 34 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

For claim 19, the recitation "... a first plurality of fibrils interconnecting said first node 
with a said second node, said first plurality of fibrils defining a first group of pores therebetween, 
said first group of pores falling substantially with in a first size range ..." (emphasis added) 
appears to be vague and indefinite, because these terms are not defined in the specification and 
the basis of the structural limitation is Fig. 2, therefore it is unclear what the term "first size 
range" is referring to: "an area containing the first plurality of fibrils" or "a pore size range of 
the first group of pores"? Nevertheless, in accordance to the dependent claims 24 and 25, the 
term "first size range" is interpreted as "pore size range of the first group of pores" in the present 
Office action. Similarly, the term "second size range" is interpreted as "pore size range of the 
second group of pores". Clarifying claim language is requested. 
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Rejections Based on Prior Art 

4. Claims 19-22, 24-27, 32-34 and 37-42 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Edwin et al. [US 6039755]. 

Edwin's invention relates to a tubular expanded polytetrafluoroethylene (ePTFE) 
microporous graft. The graft has a microstructure of nodes interconnected by fibrils. The nodes 
are elongated under radial expansion, and are substantially perpendicular to the longitudinal axis 
of the tubular ePTFE. The fibrils are oriented parallel to the longitudinal axis of the tubular 
ePTFE material [col. 2, lines 42-49; Figs. 1 and 2]. 

For claims 19-22, each of the micrographs in Figs. 18D, 21B or 21D shows the same 
local structural features as Fig. 2 of the present application, which has been stated by applicants 
as the basis of the recited structural features of claimed invention. Specifically, Edwin shows in 
the micrographs an expanded microporous ePTFE membrane having local regions in which there 
is a plurality of elongated and generally parallel large nodes, and small intermediate node 
between the large nodes. The large and small intermediate nodes are interconnected with a 
plurality of fibrils, which define different pore sizes in regions between the large/large nodes and 
large/small intermediate nodes. Edwin anticipates the instant invention as claimed. Regarding 
the limitation that the article is created from a mixture of a first resin and a second resin having a 
different molecular weight than said first resin, and then expanding said mixture, since any 
polymeric material inherently comprises a distribution of molecular weights, i.e., a mixture of 
molecules over a range of different molecular weights, Edwin's ePTFE anticipates the mixture of 
different weights as claimed. 
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For claims 24-27, Edwin shows in Fig. 18D that the lengths of fibrils for small pores in 
the range of 2-15 mm, and lengths of fibrils for large pores in the range of 20-50 mm. 

For claims 32-34, Edwin's Figs. 18D, 21B or 21D read on the local structural features of 
instantly claimed invention as set forth above. The terms "first material" and "second material" 
in independent claim 32 are both read upon by Edwin's PTFE, because the term "material" lacks 
any limitation on composition and/or molecular structure. Even if different molecular weights 
are considered, since Edwin's polymeric PTFE material is inherently distributed over a range 
molecular weights, Edwin still anticipates the terms "first material" and "second material" as 
claimed. Regarding the limitation that the local structural features are repeated regularly and 
consistently throughout a substantial portion of the membrane, since applicants generally rely 
upon Fig. 2 for the local structural features between the nodes and fibrils [see reply filed 
3/3/2005, page 3, and reply filed 10/27/2005, page 7], and Figs. 3 and 4 of present application 
provide an overall structural features of the mosaic pattern, the term "regularly and consistently 
throughout a substantial portion" is interpreted as the overall mosaic pattern shown in Figs. 3 and 
4 (i.e., the intermediate node is present in substantial pairs of large nodes, but not between every 
pair of large nodes), and is clearly read upon by the same overall mosaic pattern shown in 
Edwin's Figs. 18C, 21A or 21C (Figs. 18D, 21B or 21D are magnified local regions in Figs. 
18C, 21 A or 21C). Finally, regarding the use limitation for blood contact application, since 
statements of intended use do not serve to distinguish structure over the prior art, it has not been 
given any patentable weight. See re Pearson, 494 F.2d 1399, 1403, 181 USPQ 641, 644 
(CCPA 1974). 
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For claims 37-42, since they claim the same scope of limitations of claims 19-22, 24-27 
and 32-34, they are also rejected as set forth above. 

Response to Amendment 
5. Applicants agree at Remarks page 6 that the term "size range" in claim 19 refers to the 
size range of the pores. However, since the term "size range" is not defined in the original 
specification, the examiner maintains that clarifying claim language is required in the next reply. 
While the scope of this term is defined in dependent claims 24 and 25, the term is not defined in 
independent claim 19, and therefore renders the language vague and indefinite. 

Applicants argue at pages 6-7, bridging paragraph, that the statutory basis for the 
rejection appears to be 102(e). However, a careful review of the. dates of prior art and the 
priority claim of the instant invention, the examiner corrects the basis as under 102(a). The 
examiner apologizes for this inadvertent error. 

Applicants argue at pages 7-10 that Edwin's claim language is limited to "substantially 
retaining an average internodal difference throughout the radially deformed tubular structure", 
whereas claim 19 contains limitations not present in Edwin, because the instant invention claims 
an intermediate node connected to the first and second nodes by relatively short fibrils, as shown 
in Fig. 2 of instant invention. However, while Edwin discloses additional embodiments not 
relied upon, the relied upon disclosures by Edwin read on the instant invention as claimed. Since 
each of the micrographs in Figs. 18D, 21B or 21D shows the same local structural features as 
Fig. 2 of the present application, applicants' arguments directed to Edwin's additional 
embodiments not relied upon are misplaced and unpersuasive. 
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Applicants argue at pages 10-11, bridging paragraph, that Figs. 18D, 21B and 21D do not 
show a repeated structure-within-a-structure arrangement, nor any consistent pattern of 
discretely-sized pores that is repeated. Applicants further argue that the Edwin's pores are 
radically oriented in these figures, and are not part of any identifiably distinct arrangement 
recited in claim 19 of instant invention. However, Figs. 18D, 2 IB and 2 ID do show the local 
structural features as claimed, and Figs. 18C, 21 A and 21C read upon the over mosaic pattern 
having the local features repeated throughout a substantial portion of the membrane. Further, the 
connecting fibrils among the nodes are generally in the same orientation as illustrated in Fig. 2 of 
instant invention, i.e., applicants appear arguing against their own illustration and micrographs. 

Applicants argue at page 1 1 that the examiner has not made a record as to why the recited 
pore ranges are met. However, the examiner has pointed out that Edwin shows in Fig. 18D 
lengths of fibrils for small pores in the range of 2-15 mm, and lengths of fibrils for large pores in 
the range of 20-50 mm. 

Applicants argue at page 12 that claim 32 requires a composition of two different 
materials. However, the claim merely recites "first material" and "second material", there is no 
requirement that they are different in composition, nor in molecular weights. 

Conclusion 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Victor S. Chang whose telephone number is 571-272-1474. The 
examiner can normally be reached on 8:30 - 5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrel H. Morris can be reached on 571-272-1478. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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